Individual Safety Report

LTI,
MEDWATCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

- -
s a O atio

1. Patient identifier 2. Agé attime 3 Sex 4. Weigin
ofevom: ‘
- - or 8 yrs X temate | HT__ s
or
. - Dwete
in confidence of birth: D male kgs
B3 Adve e eve Oor prod proble
% X Adverse event andior T Product problem {e.9.. defects/maltunctions)
2. memm
(check ak thet spoiy) [ sisabiey
D deeth congenital anomaly
. required htervemionmprevom
4 ffe-threatening ‘ Permanent impaiment/damage
(] hospitatization - initiat or prolonged [ other:
_—
3 Dews of 4. Date of
avent 2T/JUN/1998 this report 23/MAR/1999
ratsaye trmiopryr)
. | 5 Describe svent or problem

THIS CASE, REPORTED BY A PHYSICIAN VIA A
SALES REPRESENTATIVE, CONCERNS A 68 YEAR OLD

RALOXIFENE THERAPY, THE PATIENT’S SGOT AND
SGPT WERE ELEVATED (44 AND 151
RESPECTIVELY). THE PATIENT'’S BASELINE LIVER
ENZYME LEVELS WERK SGOT=20 AND SGPT=14 ON 29
AUG 97, APPROXIMATELY 10 MONTHS AGO. THE
PHYSICIAN PLANNED A REPEAT OF THE BLOOD
TESTS IN THRRE MONTHS.
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{continmation:) wwow FOLLOW-UP IM SEP-1998 AND 32 DEC 1998, THE LIVER FUNCTION TESTS HAD RETURNED TO MORMAL. THE

FATIENT EAS WOT NAD ANY MORE PROBLENMS . RALOXIFERE IS BEING CONTINUED,

INFORMATION PROVIDED. i
¥/U 29-5xP-1998: ADDED OUTCOME OF EVENTS, RALOXIPENE CONTINUED.

¥/T 22-pEC-1998: LIVER ENZYMES REMAIN MORMAL AND RALOXIPENE CONTINUED.
UPDATE 12-JAN-1999: CHANGED EVENT RELATEDNESS TO NO FOR RALOXIPENE AS EVERT ABATED WHILE CONTINUING DRUG.
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(contimution:) 2) AsST/seoT, ASPARTATE AMINOTRANSFERASE /44 /16~JUN-1998/UNK

3) ALT/OGPY, ALAMNINE AMINOTRARSPERASE/ 14 /29-A0G-1997 /UNK
4) ALT/SGPT, ALaNINE AMINOTRAMSFRERASE/151 /29-A0G-1997 /UK

nr.mmm.mmmmm.. ergies, race, p gnancy, king and alcohol use, hquﬁmwcymn'on,m)

[continuvation:}
OSTEOPENIA; LUMBAR COMPRESSION FRACTURE ; BREAKTHROUGH BLEEDING WHILE ON PREVIOUS USE OF HORMONE REPLACEMFENT THERAPY

IN DEC 97, DISCONTINUED JAM 98.
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